GENERAL COMMENTS
This is a protocol of a prospective cohort study aiming to investigate mental health literacy, psychological distress and quality of life adults and older adults from rural areas of Bangladesh. Data will be used to investigate the associated factors and psychometric properties of the scales that will be tested. The study is relevant and the methods are clearly presented and justified. Protocol could be improved with more details about:
• the population to be studied: their culture, religion, socioeconomic, demographic, health care and other relevant information that may help to contextualize the findings; • the eligibility criteria for taking part in the baseline study and methods for selecting the participants in households.
• a clearer definition of exposure, confounding factors and effect modifiers if any;
• elaborate on follow-up section including eligibility criteria for entering the cohort; and;
• the statistical treatment to be given to longitudinal data. Specific comments Page 2 (P2). Define health and mental health literacy. Explain the meaning of the acronyms/abbreviations. P2, (lines [l] 40-42). Rephrase. Face-to-face interviews do not eliminate the possibility of response bias occurrence. P3, l13-17. What are the adverse effects of mental disorders and why these create a major public concern in Bangladesh. P3, l28. Define health and mental health literacy. P4, l24-26. Explain/expand text on IRT. P5, l11-15, From ""This information…" to "…status". This text is better placed in the Discussion section. P5. Explain the meaning of the acronyms/abbreviations. P5,l35. What is the meaning of "para"? P5, l46-58 and P6, l3-21. Given study design, would not sample size need a calculation for each level? P6, l44. How many interviewers will take part in the study. P7-8. Describe how and why groupings (cutoff points) were chosen. P7,l58 and P8,3. May different risk factors be associated with each disorder differently? P8, l28. How will socioeconomic status be assessed? P9, l23-27. Describe the length and adequacy of follow up to have a reasonable chance of detecting important events. Describe each stage of the study, periods and the eligibility criteria for entry in the cohort. Explain how loss to follow-up will be addressed. Provide more details on follow-up methods and analysis of longitudinal data.
VERSION 1 -AUTHOR RESPONSE
Reviewer: 1 Reviewer Name: Xu, Lingzhong Institution and Country: Shandong University, China This protocol is a cohort study. However, little information was introduced about it in the manuscript. I think the authors should introduce more information about this problem.
Response: On page 5, we have described the cohort under "Study Population". Although the term "cohort" is not used often but we believe that the "Study Population" section contains sufficient details about the cohort of interest. In terms of an advantage of the current cohort study, we will create a large patient database for longitudinal follow-up studies, which can be accessed and shared with other international collaborators. To date, there is no appropriate cohort study in Bangladesh to report psychological distress and quality of life in the rural area. The cohort will further explore the development of other chronic diseases by measuring blood glucose and blood pressure and cardiovascular disease events.
I think the authors should check the term "Mental Health Disorders." Generally, we use mental health and mental disorder, and they are different. In the Background section, I think mental disorder may be a better phrase in this part.
Response: Thanks for your valuable comment. The term "Mental Health Disorder" has been replaced with "Mental Disorder" in the entire paper.
Mental health, psychological distress and mental disorder have different meanings, although there are some overlaps among them. This study contains all of them. So, I suggest the authors should re-think about the title for this manuscript.
Response: We have now used mental disorder throughout the paper; however, as we have used K10 to measure "psychological distress", we would suggest that the title remains as is.
In this study, psychological distress and quality of life will be evaluated. My question is that why the authors do not explore the association between them?
Response: On page 8, a statement regarding the association between psychological distress and quality of life has now been added in the primary objective 1. On page 5, point IV has been included in the section of "Aims of the Study" to highlight the statement of the association of psychological distress and quality of life In p.8, the primary objective 1, the authors want to report the prevalence of mental health in the rural area. However, I think K10 may be not a good tool to report the prevalence of mental health. K10 is mainly used for psychological distress.
Response: Thanks for your valuable comment. After modification of the primary objective, it affirms that the primary goal is to measure the awareness about mental disorder using KAP questionnaire and to assess the level of psychological distress using K10 questionnaire The study will be conducted in this month. I think the authors should introduce the ethic problems for this study.
Response: We have planned our study well in advance and have obtained the ethics clearance from Swinburne University Ethics Committee. Therefore, obtaining an ethics clearance is not prohibitive for the study
Reviewer2
Reviewer Name: Marcos Pascoal Pattussi Institution and Country: Programa de Pós Graduação em Saúde Coletiva, Universidade do Vale do Rio dos Sinos, São Leopoldo-RS, Brazil. the population to be studied: their culture, religion, socioeconomic, demographic, health care and other relevant information that may help to contextualize the findings;
Response: We have updated the study population section with the following information. Figure 1 shows the study area. On page 6 we added more information on "Study population section". "Area of Narial Upazila is 381.76 square km, located in between 23°02' and 23°17' north latitudes and in between 89°23' and 89°37' east longitudes. It is bounded by Lohagara and Salikha Upazilas on the north, Kalia and Kbhaynagar Upazilas on the south, Lohagara Upazila on the east, Bagherpara and Jessore Sadar Upazilas on the west. The district consists of 13 unions, 231 villages, 1 pourashava, 9 wards. The total population of this Upazial is 273000 with 49% male. Literacy of this Upazila for male is 63.3% and female is 59.3%. 73% people are Muslim and approximately 27% are Hindus. Currently, there is one 100-bed government hospital and 11 private clinics consist of 115-bed facilities. Only 36 medical doctors are working for the whole Upazilla and no specialized hospitals or clinic" The eligibility criteria for taking part in the baseline study and methods for selecting the participants in households.
Response: We have described the recruitment strategy on page 6 under "Recruitment Strategy".
A clearer definition of exposure, confounding factors and effect modifiers if any?
Response: We have addressed these definitions on page 9 under the "Planned Data Collection" section.
Elaborate on follow-up section including eligibility criteria for entering the cohort. The statistical treatment to be given to longitudinal data Response: Based on the study findings, appropriate intervention programs such as the use of mobile health (mHealth) technology will be implanted to manage non-communicable diseases. Along with descriptive data analysis, we will also explore, repeated measure analysis of covariance, ANCOVA and mixed effect model. We will also use logistic regression technique. The current eligibility criteriawhere everyone from the baseline study are eligible to continue the follow-up study -is maintained Specific comments Page 2 (P2). Define health and mental health literacy. Explain the meaning of the acronyms/abbreviations.
Response: Mental health literacy has been defined in the third paragraph on page 3. All Acronyms and abbreviations have been incorporated using the standard guidelines; all abbreviations are expanded when readers will encounter them first in the paper P2, (lines [l] 40-42). Rephrase. Face-to-face interviews do not eliminate the possibility of response bias occurrence.
Response: The word "eliminate" has been replaced with "reduce".
P3, l13-17. What are the adverse effects of mental disorders and why these create a major public concern in Bangladesh.
Response: In the paragraph entitled "Mental Disorders," on page 3, it has been cited with references that mental disorder appears to be one of the major causes of morbidity. The authors believe that from literature and the rationale of treating mental disorders as a major public health concern has been defined in that paragraph P3, l28. Define health and mental health literacy.
Response: It has been defined on page 4 under "Factors Associated with Mental Disorders" on the second para P4, l24-26. Explain/expand text on IRT.
Response: In the modified version of this paper, the expansion of the term "IRT" Item Response Theory has been mentioned when it is first used on page 4 second paragraph.
P5. Explain the meaning of the acronyms/abbreviations.
Response: We have explained the meaning of the acronyms/abbreviations on page 11. P5,l35. What is the meaning of "para"?
Response: The term "para" originates from the Bengali language and is used to identify a small jurisdiction within a greater area. The explanation for the term "para" has been added in the subsection "Study Population" under the methods section on page 5 P5, l46-58 and P6, l3-21. Given study design, would not sample size need a calculation for each level?
Response: We have already selected nine villages from the rural area and two wards from the semiurban area. Our aim is to collect at least 250 participants from each village. The authors believe that on page 5, sample size and statistical power section contains sufficient details about the cohort of interest and sample size calculations. However, we would consider that the reviewer wanted to suggest to have sufficient power to compare characteristics among different villages. We do not expect to compare across villages. We also do not expect there should have any significant difference in characteristics between villages. If we find any significant difference, we will adjust for villages to reduce the location effect.
P6, l44. How many interviewers will take part in the study.
Response: We will recruit 12 interviewers, divide them into three teams. Each team will consist of four interviewers with two males and two females P7-8. Describe how and why groupings (cutoff points) were chosen. Response: We would not negate the possibility of the fact that each mental disorder may be associated with different risk factors. However, this study measures the awareness of the underlying mental disorders in adults and older adults and will conduct analysis for various strata or subgroups such as for males and females separately. Hence, we will try to find associations of potential risk factors with disease outcomes in general. Exploring the contributing risk factors for each underlying mental disorder requires more detailed investigation and is beyond of the scope of this study.
